
 
 

 
 

Initial appraisal of a European Commission Impact Assessment 
 

European Commission proposal on  
Product Safety and Market Surveillance Package 

 
Impact Assessment (SWD (2013) 33, SWD (2013) 34 (summary)) for a 

Commission proposal for a Regulation of the European Parliament and of the Council 
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and of the Council on market surveillance for products (COM (2013)78, COM (2013)75) 

 
 Background 
 
This note seeks to provide an initial analysis of the strengths and weaknesses of the European 
Commission's Impact Assessment (IA) accompanying the proposals for a Regulation on 
consumer product safety and for a Regulation on market surveillance for products, the ‘Product 
safety and market surveillance package’, submitted by the Commission on 13 February 2013. 
  
Between 2008 and 2010, the volume of intra-Community trade in consumer products amounted 
to almost one trillion euro. The value of the harmonised sectors (including both consumer and 
professional goods) in the EU-27 is estimated to be no less than 2.1 trillion euro. (IA, p. 9) The 
free movement of safe and compliant products is one of the cornerstones of the European 
Union. 'Market surveillance' is a crucial tool to protect both consumers and other users from the 
circulation of unsafe and non-compliant products. 
 
Product safety and compliance rules are to be found in the General Product Safety Directive 
2001/95/EC (GPSD) and in sector-specific directives and regulations. Rules on market 
surveillance, are laid down in the following legal instruments: 
 

- the GPSD, applying to all consumer products, whether or not they are harmonised; 
- Regulation (EC) 765/2008 setting out the requirements for accreditation and market 

surveillance relating to the marketing of products (part of the New Legislative 
Framework or the so-called ‘Goods Package’); the Regulation applies to all harmonised 
products, whether they are consumer or professional products. 

- many sector-specific Union harmonisation directives. 
 

The complexity of the EU legislative framework in the area of non-food product safety is in part 
due to the lack of proper definition of the relationship between the GPSD, on the one hand, and 
Regulation (EC) 765/2008 and sector-specific provisions in New Approach Directives, on the 
other hand.  
 
At EU level, market surveillance is organised through: (1) the RAPEX system, through which 
Member States notify the European Commission about measures taken against products posing 
serious risks; (2) the general information support system, for the collection of other information 
about market surveillance activities in the Member States; and (3) the safeguard clauses in some 
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of the New Approach Directives, obliging Member States to restrict or forbid the placing on the 
market and putting into service of dangerous products, or to have them withdrawn from the 
market. 
 
The European Parliament, in its Resolution of 8 March 2011, requested the Commission, inter 
alia, to ‘establish a common European framework for market surveillance, to ensure the 
alignment of the GPSD with the New Legislative Framework through one legislative act, and to 
set up a public Consumer Product Safety Information Database, including a platform for 
complaints.'  
 
The proposals under consideration revise both the GPSD and Regulation (EC) 765/2008 and 
turn them into a Consumer Product Safety Regulation and a Regulation on market surveillance 
for products, respectively.   
 
 Problem definition 
 
The problem in need of EU intervention is described generally as ‘the existence of unsafe and 
non-compliant products circulating in the internal market, indicating a failure in the 
functioning of the legislative framework within which the internal market operates’ (IA, p. 11). 
 
The first concrete problem is that compliance with EU product safety requirements is often 
difficult for economic operators. The problem drivers are a lack of consistency of EU product 
safety requirements for harmonised and non-harmonised consumer products respectively, 
some ambiguity of product safety requirements and lack of specific benchmarks (for non-
harmonised consumer products), and the complexity of different layers of EU product safety 
rules, causing overlap of various layers and confusion. 
 
Secondly, market surveillance in the EU is fragmented and does not operate effectively. The 
Commission identifies the principal causes as: 1) weak coordination of product safety market 
surveillance authorities of different Member States; 2) a less than optimal functioning of EU 
procedures for exchange of information on product risks (RAPEX and the 'safeguard 
procedure'); and 3) inconsistencies in the enforcement of EU-wide product safety action in cases 
where a product causes a serious risk, due to the limited time-frame for this procedure (one 
year) and problems with traceability of non-harmonised consumer goods to the responsible 
manufacturer or importer. 
 
The IA includes a brief description of how the identified problems are expected to evolve in the 
absence of further legislative action at EU level. One example of a factor that is likely to 
aggravate the fragmentation of market surveillance in the single market is the economic 
recession and consequent lack of resources for market surveillance authorities at Member State 
level negatively affecting their activities. 
 
 Objectives of the legislative proposal 
 
The general objective of the proposal is ‘to improve the functioning of the single market and to 
achieve a high level of consumer protection through the reduction of the number of unsafe or 
non-compliant products on the single EU market’. 
 
The following specific objectives are derived from the general objective and the described 
problems: 

- consolidation and reinforcement of EU product safety requirements; 
- better coordination and increased effectiveness of market surveillance activities on the 

single EU market for goods; 
- simplification of the EU legislative framework. 
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The corresponding operational objectives are: (1) ensuring consistency of EU product safety 
requirements; (2) reducing ambiguity of product safety requirements for non-harmonised 
consumer products; (3) reinforcing EU cooperation mechanisms; (4) making EU product safety 
procedures more coherent; and (5) more effective EU-wide product safety action. 
 
 Range of options considered 
 
The IA presents a broad range of possible policy options, grouped according to the identified 
operational objectives of the proposal, and including in each of the groups a 'no policy change' 
option. Annex 11 to the IA contains a very useful overview of general and specific problems, 
their drivers, the different objectives and the link with the different options. 
 
(1) Ensuring consistency of EU product safety requirements  
 
Option 1.A – Baseline scenario; 
Option 1.B – Aligning consumer product safety requirements with harmonised product safety 
requirements. A single set of general product safety requirements would apply, with the 
exception of conformity assessment and CE-marking. This is the Commission's preferred 
option. 
Option 1.C – Consumer safety requirements to be defined less strictly than harmonised product 
safety requirements; 
Option 1.D – Consumer safety requirements to be defined more strictly than harmonised 
product safety requirements. 
 
(2) Reducing ambiguity of product safety requirements for non-harmonised consumer products  
 
Option 2.A – Baseline scenario; 
Option 2.B – Direct applicability of ad hoc safety requirements, which set the basis for the 
mandates for the development of European standards; 
Option 2.C – Abolition of double adoption of the non-binding ad hoc safety requirements; This 
entails an alignment of the regime for developing European standards for consumer non-
harmonised products with the general standardisation procedures applicable to the harmonised 
area under Regulation (EU) No 1025/2012. This is the Commission's preferred option. 
Option 2.D – Fast-track procedure for adopting already existing European standards, even if 
those standards were not adopted on the basis of previous mandates. 
 
(3) Reinforcing EU cooperation mechanisms  
 
Option 3.A – Baseline scenario (voluntary coordination); 
Option 3.B – Coordination of cross-border enforcement of measures resulting from ‘in-the-field’ 
market surveillance. The procedures could be either triggered by a request for information, or 
by a request for action. 
Option 3.C – Coordination of cross-border enforcement as in Option 3.B, plus an overall 
rationalisation of coordination of market surveillance activities. This would be achieved by a 
new coordination network ('European Market Surveillance Forum') and a streamlining of 
existing coordination activities at EU level. This is the Commission's preferred option. 
Option 3.D – Centralisation of EU market surveillance in the area of non-food products (EU 
Market surveillance agency). This option would entail the establishment of a framework, 
existing already for food products, of a general auditing system, and a European market 
surveillance agency. 
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(4) Making EU product safety procedures more coherent  
 
Option 4.A – Baseline scenario; 
Option 4.B – Simplification of the RAPEX procedure; 
Option 4.C – Simplification of the RAPEX procedure and streamlining of that procedure with 
the safeguard procedure. Under this option, only a single notification for both procedures 
would be necessary. This is the Commission's preferred option. 
 
(5) More effective EU-wide product safety action 

 
Option 5.A. – Baseline scenario;  
Option 5.B – Extension of the scope of EU-wide product safety measures to harmonised non-
consumer products. Currently, the scope for such measures is limited to consumer products. 
Option 5.C – Making EU-wide product safety measures directly applicable to economic 
operators as of a pre-determined date; 
Option 5.D – Extension of the validity of EU-wide product safety measures beyond the current 
one year period. The duration of the measure would be specified in the implementing act 
(either as limited or unlimited). 
Option 5.E – Combination of options 5.B, 5.C and 5.D. This is the Commission's preferred 
option. 
 
Annex 12 to the IA lists the options that were discarded from the outset and explains the 
reasons for not addressing them. It concerns the inclusion in the framework of the safety of 
services and possible general safety requirements for professional products or products 
marketed via the Internet. For obvious reasons, the abolition of consumer product safety 
requirements was not considered.  
 
Subsidiarity / proportionality 
 
The proposal is based on Article 114 TFEU.  
 
The Commission justifies action at EU level in the field of product safety and market 
surveillance on the basis of the interdependence of market surveillance authorities and the fact 
that their competence is limited to their national territory. 
 
At the moment of the publication of this appraisal, no Member State national parliament has so 
far issued a reasoned opinion raising problems with respect to the subsidiarity issue. 
 
The proportionality of the chosen policy options is only implicitly addressed in the IA, where 
measures are compared for their cost-effectiveness. 
 
 Scope of the Impact Assessment / Quality of data, research and 

analysis 
 
The IA provides a purely qualitative, descriptive, and fairly brief analysis of the retained 
options' expected impacts on the effectiveness and efficiency of market surveillance, and in 
general on costs for economic operators (defined, but not consistently, as mainly information-
research costs and costs of legal advice).  
 
No attempt is made to quantify the costs to national market surveillance authorities, or to 
economic operators.  Only in a footnote, under the chapter on the definition of the problems 
justifying EU intervention, does the Commission explain why it is difficult to 'monetise' the cost 
of complying with product safety requirements. The reasons are that product safety compliance 
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costs represent only a small fraction of compliance costs in general, and product safety 
compliance costs are themselves composed of costs of non-risk related obligations and specific 
risk-related requirements1. 
 
Moreover, the Commission states that the 'general overall positive impact on society' (human 
health environment, social protection) of the fact that less unsafe or non-compliant products are 
present on the European single market are 'necessarily indirect and impossible to estimate 
precisely' (IA, p. 40).  
 
A study on 'The future of market surveillance in the area of non-food consumer product safety 
under the General Product Safety Directive', written by an external consultancy, BSI 
Development Solutions, was used in the preparation of the IA. 
 
 SME test / Competitiveness 
 
Annex to the IA contains the required SME test. Because inconsistencies in product safety 
requirement represent relatively higher costs for SMEs than for large economic operators, the 
positive affects of eliminating these inconsistencies will also be more accentuated for SMEs. On 
the other hand, 'the capacity to fulfil the applicable product safety requirements, even if made 
clear and understandable, will always be lower for SMEs' (Annex 5, p. 77). However, the 
conclusion is that there is no need for SME-specific measures to ensure compliance with the 
proportionality principle, in particular due to the practical impossibility of applying 
differentiated treatment to SMEs and other economic operators as far as product safety 
requirements are concerned (Annex 5, p. 80). The 'mitigating measures' that could be envisaged 
relate only to education of SMEs on the applicable consumer and harmonised product safety 
requirements and their relationship. The impact of the proposed measures on micro-enterprises 
is expected to be similar to those on SMEs (Annex 5, p. 88). 
 
A ‘competitiveness proofing’ assessment2 is included in Annex 13 to the IA.  It examines, in a 
qualitative way, the 'cost competitiveness of the measures (dealing with general compliance 
costs and costs of production and distribution), the capacity to innovate, and the effect on 
competition in the internal market and on international competitiveness.  
 
 Legislative simplification 
 
The proposals would have a significant potential for the simplification of regulation in the area 
of product safety and market surveillance, as set out in some detail in Annex 15 to the IA. 
 
 Budgetary or public finance implications 
 
The estimated financial impact of the proposals on the EU budget is set out in the Financial 
Statements, accompanying the proposals. 
 
There is no estimation of the implications for Member States public finances. 
 

 Stakeholder consultation 
 
In the preparation of this IA, the Commission seems to have correctly consulted with Member 
States and other stakeholders. It conducted in total three rounds of public consultation between 

                                                 
1 Footnote 42 at IA, p. 13. 
2 Commission Staff Working Document ‘Operational guidance for assessing impacts on sectoral 
competitiveness within the Commission impact assessment system’, SEC (2012)91 final, January 2012.  
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September 2009 and June 2012. Following a recommendation by the Commission's Impact 
Assessment Board, the results of this public consultation are reported in the IA, albeit unusually 
in the chapter on the analysis of the impacts of the various options. 
 
 Monitoring and evaluation 
 
The IA refers to existing IT systems and the Enforcement Indicators for future monitoring and 
evaluation. Also the GRAS-RAPEX information system will collect information on measures 
taken against products posing risks. 
 
The Commission will review the functioning of the proposed legislation after four years of 
implementation. 
 
 Commission Impact Assessment Board 
 
The Commission's IA Board considered the draft impact assessment and issued a critical 
opinion in September 2012. The Board requested the originating services, DG SANCO and DG 
ENTR, to present the problem drivers and the policy options in greater detail. The stakeholder 
opinions had to be more clearly presented and the assessment of the impacts needed to be 
strengthened. For example, the Board asked for an indication of if and under what conditions 
some Member States would be impacted more than others. This last part of the 
recommendation of the IA Board seems not to have been fully followed up. Whereas the IA has 
clearly been improved in explaining the baseline scenario and justifying further EU action, it 
remains weak on the core assessment of the economic impacts, and is nearly completely silent 
on indirect (social or other) impacts.  
 
 Coherence between the Commission's legislative proposal and IA  
 
The IA and the proposals seem to correspond, as the proposals are based on the different 
preferred options. 
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